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Attorney Docket No. 077843.01 1 3 
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re: : U.S. Patent No. 5,451,233 (U.S.S.N. 08/208,972) 

Issued: : September 19, 1995 Regulatory Approval Product: XIENCE™ V EEC SS 
Inventors : Paul G. Yock 

For : Angioplasty Apparatus Facilitating Rapid Exchanges 


INTERVIEW SUMMARY 

SUBMITTED VIA FAX (571) 273-0100 

Mail Stop: Hatch- Waxman PTE 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

Applicant acknowledges with appreciation the courtesy extended by Ms. Till during the 
interview with the undersigned at the U.S. Patent and Trademark Office ("USPTO") on 
September 3, 2008. In accordance with 37 C.F.R § 1.2, Applicant summarizes herewith the 
details of the interview. 

The interview was initiated pursuant to the duty of disclosure under 37 C.F.R. § 1.765 to 
identity the type and scope of information that may be considered material by the USPTO to a 
detennination of entitlement to the extension sought pursuant to 35 U.S.C. § 156 for U.S. Patent 
No. 5,451,233 ("the '233 Patent"). During the interview, the following topics were discussed: 

1. General background of the development, use and regulatory approval of rapid 
exchange catheters, bare-metal stent systems, and drug eluting stent systems, 
respectively. In support of this discussion, samples of the MULTI-LINK 
VISION® Coronary Stent System and the XIENCE™ V Everolimus Elutin* 
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Coronary Stent System, respectively, were shown. 

2. Summary of all prior litigation involving the c 233 Patent, including Advanced 
Cardiovascular Systems, Inc. v. Medtronic, Inc. (C.A. No. 95-03577). 

3. Medtronic, Inc.'s Notice of Motion and Motion to Modify Injunction after 
October 29, 2008; Memorandum of Points and Authorities in Support Thereof 
("Motion") dated August 15, 2008, as filed in the United States District Court in 
the Northern District of California. 

4. The Citizen's Petition dated August 19, 2008, as filed on behalf of AngioScore, 
Inc. with the Food and Drug Administration. 

5. The USPTO's position regarding the applicable statutes, rules and case law for a 
patent term extension under 35 U.S.C. § 156 based upon regulatory review of a 
medical device, as set forth in the letter from the USPTO to the Honorable 
Howard L. Berman dated February 8, 2008; a copy of which is enclosed for 
reference. 

Although not necessarily material or adverse to any determination of entitlement to the 
extension sought, Applicant will provide a written summary of topics 1 and 2, as well as a copy 
of the Motion and corresponding reply by Applicant for topic 3 and the Citizen's Petition and 
corresponding reply by Applicant for topic 4. These materials will be submitted to the USPTO 
as soon as practical after the corresponding reply is filed by Applicant, 

Date: September 12, 2008 

Respectfully submitted, 

Daniel J. Hulseberg 

Patent Office Reg. No. 36,554 

Attorneys for Applicant 
Customer No. 62,614 
BAKER BOTTS L.L.P. 
30 Rockefeller Plaza 
New York, NY 10112-4498 
(212) 408-2500 


-2- 


09/15/2008 17:15 FAX 


@J004 



UNTOBft StMgS, fcAIEHT AND TKaPBMA&K QPHCE 



TfcHcoaisbleBTYvmdLBecman FEB 8 2)09 

thfrlntemd, rod bittloctoal Proper^ 

Warrington, IXC. 
IJearMt Cfrkoninn; ' 

ThatGcycm fhrymif Ifltteg to Undg Secretary end DrraoBr Jnri W_ T^nAm In^urr?^ *Vgr* 
Iww flic United Stales Patent and TrarirrnHifr Qffim (DsFrO) uu w pr c to "flip patent Tom 
astEmitmjKnrisk&ifitflfe We appraoLto hearing fnirij 

you. 

Yew general nndasfcransg nf ths 1984 Haotit-Wfl&mrti Act b correct; herwever, tberc 

atemaqy TmniTTf^ rf ftppHcatinn nfjinrrnt town Twrtnninfiw tri mftttiwil A*mr*a fi»>jfff fp 

ic©4afoiyiDvu7w by the Food and Drug Adrntatotioa (FDA). 

mnhujftt^P^ r n nTT^rwnt^rvir q mflyfavnrtmdrd" Scrfiaal56 of Tfte35cftiiB 
United Stefca Coda setts forth several ieqniTBnentg- tfintTnn.tr Tw ™«t h^ft™* ih» Twprft 
oma^thtttnnofflpatBifl: Se^&VSC S{ 156 Q0(WSKS), (d)^ & (o)fl> 
RfflpvuuiTOynrcnyiitg include: 

CO the patq^mivst clam &c^guY«lproto^ 

T<vk<y j1Cn7*1 hfrfi-rrih fa f^fnyp*p^^ IT^ff fTt lng fMT 

(fa) tho peinnKdon for eqmmerafll marketing or use 

ofihd product under th& prevision rflaw under 
^chtbatei^lffl^TTvi^pmod creamed. 
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Willi respect to Q) above, the usrcu candmtetho claims of ft patent to detemrifle 
Tvhgtiggtltngt cog claim Baw mjww op the M^piuvi d product, Tic Xi&riO imnpnis ft 

a wbc^ iff oompqp^f^ of ^ device. Jiagrri toa3*ncte<atJrtniy 

uriajjiifttHttnn <yf lf^^|fff| l^ft, ffflf 1 IIIFy CHP^IwV iWtf ^ J^frfffif *»1 aiming a A/vmjM%frwn+ p«n4 

nf nnedtal device would an bo e^IfafefbrcilaBmbccBQBoilnpKmd^WQ^ 

rittprodnct, -where *jymtfnglf itumim iha mrppj ^ i<*$\ ThflUSPTO does est 

pnrvuwiti ^dfu&jn£ list Apulcnt 'Jnirn pyr?ifacf ■ 
Aaafflrfn fffliHt them rairmltyl spited 

hosed on a stogie rpgiitafary nnriggr paring jtimWdgd flint In nn gu m* shaft ma mftmrniB 

^"fltffirt 1 It estfeflded fbt iixc t^pil/rtpiy itvjtw jcziwl fer ""y prr^faf^i, 133 provided fisr 
m3SU£.C>§156(cX4)< TkadoE^^^tiicUS^xccdvcsii^ 

pwwrafcto 37 CFJL 5 1>7$S, 

k Xt&id^C&diocItetmdten v. St -fafe, 381 F3d 1T71 (Fed. Car. 2004), Hie UBPTO 
undgBttadBtfap Federal Circuit to have held that lactagfona under 35 U«&C $ 156 
flPtipqoiitdtDlwbaBcdootofiritqipgyvpdi M d i cal device mimed bythp patent, bat 
aafbc first pcxndttcd nwtcnwqal nwdccTujg othb: &f fJjpprodud, trtricliis ooo oflic 

w ftntirtrn y l yj pifwmwffti h^ g fcl fg jite^ p^uyyp, Ttw IftWfawil l**imrrtt iw mfif H)**^ AflT rttiTy <tfi& 

mcugian pg patent ia ovytiljihl t, ftnfltfra* gtidutnty reqptiieflirritt hightighfd above; Yew 

rffln*1i7cjiTTi ffint n ffMiijMi wwwf jwtwnf Tinlr^y CCTlld A p ply fof fO rtTTH t T H, EVCJ1 jf ftlO 

ooanpgaentTOs In a wriTral dgvica thatwas previously approved, fa canco^ pnyyjdrd 
^tk;requb!nittitaf35U^Xl*5156(aX^A)^^ Thifcfettofijtf approved 
product cannot bo the same device as fba second £3$coved prated, Tto fot^pural 
|mvfrtgtwmi^ far flKtflnfiTflii f>fThc swftad flpprfivtti jffntftc^ ftffgaaw the ftscfrnfl 

flpjiMmffid pmflnnf: Twnnlri Twit "mnnrirnft" ffm H i ni |» j i unfed ervmrfmpraal wiftflwtfng ftr ma 

irftnc product under the pnr?iEiDD offsw uaiCTTrtiich^regnlHlc^iCTiewpaiod 
wuutcod^" 

Hw dramrni'pflHrm afwb4bcra product conqjUcg ivith g H5&(bX?)CA) & wfftfrthfi 
•parvicw of Uwpsxticulsr department at FDA charged toA xwiewing and ultimately 

deB^Timppermfogrm &r commenrial mnfegHny nr nee nf^a pmdnat mftj«t M a 
rcguliODiy review period. Far medical dovi^o^ &a Ccrdsr&Dr Devices Ood Hlfiologlcal 
rtnultfa Twntld \tn tfir TftYiflytff'ng nnfffy pmH "wnnlri tyt ron^ nfa d ftr dfftffmillilSfi ^ fr^h^T 
flppngvad pfndng^ frrmMlrh jwtynf twn^i nM^J ftltin ft ftftlflftf, fTfnttfftffiftTlihff firff 

pecmitted rxiu i nmcJal tnaitetn gonae as xequked fay § 15$(^X5XA). ItotloK^ 
device ^edtotojKCDdH^icvicwbooQngidgedai^ 
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already S5proviridrviaE7" Wc favt^ liawftvcr, XUi wankd s. copy of your letter to 

an apiuujjLiels answer to tins <fOt^Cffi bepcovi&ed to you. For your fnTm mrtrtoo, a cvpy 
of dot lite to Mr. M&saa ij QDctojed. 

pmvipigfly eyj^QifcdiD^gfic^ dcivkg te atigiblplgr patent tain extcBzooxtdi^EndsiipGn 
woodier lo& second Bpjprowd- ni rt^l 1 ^-*^ Awicc is &> ^product ^ ife rnrt cDoo^h ficu & 
prfcVHn&fy' Approved Xflcd^iosil dorvicc^ pn^b titc pQirjmi^an £ir ainzflUlGdil in&rkBtsi£ 
of of nfffln^ <ww Bc<3. d^vsco ^offwtiftiTffff &c first j ffm*^^^ ccnnntfdd qaxJcb&xs^ 
or use of ibo rxoducL" Shotitfl tft igrpliyftl I fin jbr jwfrtnf tenn. gflBnsjon oc gnVtiiif frai to 
frtUSFJO wifli fee oolliDcdiafhc feoifhpKegEq& of year lrtttr, the Usnv 

yffyfl]^ J ^ w 1 | j | nTt 1 ft yt^lttol ftH^fWfi ^y^ hut tmioM dflfipr As Q^DEfitioD to IDA OfwnfifllfiCC "*flw 

pcrtBiffrinn for mrmrrmnl making re to of ftp orojpet ate gachngatony review 
pfi rfnff is jjyj^frj^cmiitfty^ ^ch iiiiyrriiil ip^fe^^^ flr^cw o f yiwlvcti** Tor ax fiirtpl ^ 
AnyUSPTO ifl o iinwitiy jumgjgiiji^i Aft gi[|rfhnT^ y pf ft jpflt | mr for j*B^ctf ymr* ff,c ^ Hrn ' 7irfr i 
ba^ontbciegalatt^invimrtf^ TiBUSPTOandFDAniitiftlty 

w&s not tfafe £ryt- y * i iT ttf^ ^^irtmnTiftift| 'iitflt Vrtin^J or uso xu Bgfct of ~fiio ^Btsxtsc's cfliiicc 
up^iiuvud device The pateotoicqpcgteditgni^^^ r Urging difference bcffletai 

tb» mf< H n4 A-awflft wyvm^flftfliH hftgjc ftf artHWB H mi? ftg mlier appli e d Qflgica. 

USPTO flaked H)A fartfanir input co to T*bdhffttodt^tncc35ct&itbb)rtfae 
prirrrirr HTrf^Cff tOtCOttotliflincdiC^^cv?^ wvwgBO thcbftSia rbre^CBtaOTdflCfacciiI 
fi mn ffat wrr tiftf flftpfliovgd dcv?Of^ Mich thstlfaB sec ond H JflJHFYTll VQrj3tKBltA9ih6*^DX3t 

A* tV^ ^"T^l paragraph tm pqgn qjp of ypiT W^Tt yrcfl fllsO BSJCWfafl&CT a SCCOTjdltJvifJW 

of aprcvioi^ approved tiev^ 

of its ouu}pcjnsn&. PisMuuiiujihsttbc davits subject to the Beoood FDA review jb not 
gmrpottcfltp^pfttingdlcaldgvi^ 

rtvjgw, <:li gi bflit y fepateatttemttXCeiBiafll wqMlcprttpiscd oa^iB p at en ts 
compoggRt^T^cfnigtb&devl»^ectto^ie sropj FDA review jjjffgc^fiom^ 

m ffngfrifll iQQrJstinj QTU5B WUU^d f^^UU tD CO^^^tUlB ftlB fl f y t pOUIUttBCl CDQIIDfitCiAl 

Atpaga two> yotitfhib *[wjhatif tbc |walmted coii^poaiflqt, vfaga first aftodtfmt to 


r S«e Pflo Wr^pffftrU-B. IWatfKo. 4299.369, «fub*to TOFMMleltAIRa 
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jeqaMFDAroview; 31 Eased m thin uuto^*-^ {jirtf^t ^fr edi^ th* tuvfcar tan.U 
pfrmif mTtmgir^ pf flip paten t Qlfrnn i tq * ifcw ffwnpfliw ^M 

Thpgati^gMyiryreiBidmfc&H^ 
flnywriH«irag£p ffflTi^n iifhrc<^^ 

§ 156(4K5)(A)t Tiflt is, \vhetiiflrthfl ptnntesim fertt» mmm^j m'T^ting off use of 

nwrkgfag gr ore iff ttopredttct IttcUSPTOfotftteopmioaliMiF&pa^ 
comjjoa^ctfamiadi^ 

Art meaning erf" §156fek tbcqthc Patatt^WOldd bo eligible far artRxmtnn Tfl^i Jl^ nfn 
prtvjjMttiDCQfpoiBlkn of tibcitfeated COmpopgnl ia a. j&TW«yrJnt«1 jirtvWr pummifi^ 
POSOpliaEECWJtlltbe StBSZQDryi^jlzimDKQ^S of § 156. 

At the second pamgisph on page two, yon-n^mm vdushfiT&naxlttrimbB^aDapafnit 
dairning e component unfetfly tjtit^falm^ofipBt^mvBrtatiatiWfaa, 
pa l ea iri coai^uEntwmiHCEioq^porto^^ YcmrinqniiyieUt^ 

fftos to enfarccmgA AlflroditiipUSPTtihftftiTiT^^ 

"Ugyit) UTXtot^fi^feiiHtodgrved fittm rpafenttem gae tentfoa fw»t Sft 

coi t afed si t ydfli the cUglbflifr rtymcmcnlB. Tbi^tlnpfc^tail^stiD^iegiilatarf' 

device, it Jsftf: whole device, wit just tic compoB^ claimed ia tJwpalzmt, aiid^K: scope 
of n * i ff inhinn fa fimftcd to the conylcto proved product Tins undttEtnafing is reflected 
in ds pmdiw ttticolsted In tl» Afbtiii^ 
winch is BvailBhlB cmfre USPTO 3 s vrob arte. www.tmto.mnL 

hfapooultxaiftop&np^rf 1SG prods t&stti» scope 

rfanesteadcdpa^is'Eiiii^ You adejiow this 

Hmifflton WOttM. bg appEad to a m ediBfll dewSrw «» ■ iy » m ,f Permfacfrp fa - ^ . u ^g } 
xxratatrngOTraofaregul^prt^ 

testing "waspcffismcd. T^H«km^^i^Wbris^n5A, BflnrthAappKFvalaflhfl- 

deviw *u4 presumably, those otter vSa of ifosmne-firu^vraiildbecwa^lylte 
pretop amduringflifi extended period- Forqimrpln, ajxmlical device, originally 
approved by FDA far ma in dewing aanfffle nrfnfin1 til^p ^ p-*;^ nyT j l j fa 
^^uvEdfonminclftftd^ftmo^artcnal Uc<ikdgc^ Dmiig tic otaded period, «1* 
patentee could anfcico the patent for tire medical tevirajfacsch tee. 

BecanttfozlgSataiiafrBddDi^ 
ap^nvvBd pndia and a^iziived 
*Hw^prodaa) p u»exte^ 

Actwaatoe nii i |wnwtp patfeateaftardda^ 

to commgydfll msihi^og or ttsa> msmjuiittd to uctkrpp aTEgnlstmy Trvigu/pgrffvl 
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CoQsist^wi&lhcinlmtti^ ofBhtt^Wanim, the product subject to iBgntomy 
«qtfm[iirro«^§15d. any light* d*^ 

protect OTtjec* Id i^nlfltoryjcview. Tteeffarei^JitAcru ^ratetoiti^cqBivftlanr 
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